FILE No. 762 09/22 '00 11:31 ID:J P H & S 



PAGE 



HARVEY B. JAC0B3ON. JR. 
D. OOUGLaS PRICC 
JOHN CLARKE HOLMaN 
StHOR L. HOSKOWITZ 
ALLEN S. MEUSCR 
MICHAEL R. 3LOBASKY 
MARSHA G. GEMTNCR 
JONATHAN L, SCHCRCR 
IRWIN M. AISENSERG 
GCORGC W. LEWIS 
WIUUIAM E. PLAYER 
TOON S, MAM 
BRIAN e. DARVILLC 
LtNCSA J. SHAPIRO 
LEC3A N. WEISS 
SU2IN C. BAILEY- 
HaTTH£W J- CUCCIaS 
DANIEL K. DOK5CT 



la^** offices of 

JACOBSON. PRICE, HOLMAN fi. STERN 

PROFEi'SiONAU LIMlfeCJ ulAblUTY COmPaKIV 

THE JENIFER pUILDtNCS 
■^OO SEVENTH STREET. N. W. 

WASHINGTON, D. C. 2000^ 

(so2» eae-eeee 
IMPORTANT 

FACSIMILE COVER LETTER 
********* ****** 



OF COWNa^L 
MARVIN R. STERN 
NATHANIEL A. HUMPHRIES 



TELEFAX: 
303-6300 
(SOS) 3B3-D3 0I 
I202) 3B3-S3S2 

C-MAIL; IPPJPHS.COM 
INTERNET: WWW.JPH6.COM 



•BAR OTHER THAN DC 



From : HARVEY B. JACOBSON. JR. 



To: EXAMINER ALICIA BERMAN 



Date: September 22. 2QQQ 

703/308-7922 

Facsimile Telephone Number 



Re: U,S. Serial No. 09/605.054 

TOTAL NUMBER OF PAGES, INCLUDING COVER LETTER: 5 

SPECIAL COMMENTS OR INSTRUCTIONS : 

Dear Ms. Berman: 

As requested, attached is a copy of the Office Action 
issued in connection with U.S. Serial No. 09/125,810, the parent 
case for the above application, which indicates the allowed claims, 
together with copies of the allowed claims . 



Respectfully submitted , 




JACq 
JACOBSON PRl 



HBJ/lhs 
Attachments 




JR. for 
jMAN Sc STE 




THIS COMMUNICATION IS INTENDED ONLY FOR THt USE OK THE ADDRESSEE AND MAY CONTAIN INFORMATION THAT IS HfilVlLEGEO 
AND CONFIDENTIAL. IF YOU ARF NOT VHE: 1'NTENDEO RECIPIENT. OR THE EMPLOYEE OR AGENT RESPONSIBLE. FOR DELIVERING THIS 
COMMUNICATION TO THE INTENDED RECIPIENT. YOU ARE Hr:RirBY NOTIFIED THAT ANY DISSEMINATION. DISTRIBUTION. COPYING. 
OR OTHER USE OF THIS COMMUNICATION IS STRICTLY PROHIBITED. IF YO(J HAVE RECEIVED THIS COMMUNICATION IN ERROR. 
PLEASE NOTIFY US IMMEDIATELY BY TELEPHONE. THANK YOU. 
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Notic f Allowability 



Application No. 
09/125.810 



Examiner 



Alysla Bemrian 



Applicant(a) 

CHARIOT et al. 



Art Unit 



1615 



- ThB MAIUNQ OATBofthls eommunicmtlon appears on tha covarahaat with tha eorrampondance addrass-- 
All daims being allowable. PROSECUTION ON THE MERITS IS (OR REA4AINS) CLOSED In tfila application. If not Included 
herewith (or previously mailed), a Notice of Allowance and Issue Fee Due or other appropriate communication will be mailed In due course. 

1 . ^ This communication Is raspdnalve to 24 Aoril 2000 . 

2. S The allowed claim(8) is/are 24"2a . • 

3. D The drawings filed on are acceptable. 

4. ^ Acknowledgment is made of a claim for foreign priority under 35 U.S.C. $ 1 19(a)-(d). 

QJl^ a) [3 All b) □ Some* c) □ None of the CERTIFIED copies of the priority documents have been 
1.S received. 

2. □ received In Application No. (Series Code / Serial Number). . 

3. □ received in this national stage application from the international Bureau (PCT Rule 17.2(a)}. 
' Certified copies not received: . 

5. Q Acltnowledgement Is made of a daJm for domestic priority under 35 U.S.C. & 1 1 9(e). 

A SHORTENED STATUTORY PERIOD FOR REPLY to comply With the requirements noted below is set to EXPIRE 
THREE MONTHS FROM THE '^DATE MAILED' of this Office Adlon. Failure to timely comply will result In 
ABANDONMENT of this application. Extensions of time may be available under the provisions of 37 CFR 1 .136(8). 

6 □ Note the attached EXAMINER'S AMENDMENT or NOTICE OF INFORMAL APPUCATION (PTO-1S2) which gives TBaaon(B) why 
the oath or declaration Is defident. A SUBSTITUTH OATH OR DECLARATION IS REQUIRED. 

7. □ Applicant MUST submit NEW FORMAL DRAWINGS 

(a) □ because tha originally filed drawings were dedared by applicant to be infbmnat. 

(b) □ Induding changes required by the Notice of Draftapereon's Patent Drawing Revlew( PTO-g48) attached 

1) P hereto or 2) □ to Paper No. . 

(c) P including changes required by the proposed drawing correction filed , which has been approved by the examiner. 

(d) P Induding changes required by the attached Examiner's Amendment / Comment, 



Identifying Indicia such as the application number (eee 37 CFR 1.B4(c)) should be written on the reverse side of the 
drawings. The drawings should be filed as a separate paper with a transmittal latter addreeaed to the OfTlclal 
Draftspereon. 

8. □ Note the attached Examiner's comment regarding REQUIREMENT FOR THE DEPOSIT OF BIOLOGICAL IWIATERIAL 

Any reply to this letter should Indude. In the upper right hand comer, the APPLICATION NUMBER (SERIES CODE / SERIAL NUMBER). If 
applicant has received a Notice of Allowance and Issue Fee Due, the ISSUE BATCH NUMBER and DATE of the NOTICE OF 
ALLOWANCE should also be included. 



Attachment(s) 

1 P Notice of References Cited (PTO-892) 
3|9 Notice of Draftpersen'9 Patent Drawing Review (PTO-946) 
SG Information Disdoaure Statements CPTO-1440), Paper No. 
7G Examiner's Comment Reganilng Requirement for Depoeli 
of Biological Material 



2n Notice of Informal Patent Application (PTO-152) 

4G Interview Summary (PTO-413). Paper No. . 

bQ Examiner's Amendmeni/Commeni 

6G Examiner's Statement of Reasons for Allowance 

9G other 



u s. Patvm and Tredvmgfk OMc* 
PTO-37 (Rsv. 3-90) 



Notice of AflowablMty 



pari of Paper No. 1 5 . 
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22* Coated sustained rei^aec-'-Tablet^ consisting 
essentially of xnlzcyla^stijiej^...^^^ an organic acid, and a 

having a dissolution profile which is pH 



23. Coated sustained release tablet, consisting 
essentially of mizolastine, a fatty matrix ran^o£ga«^^^ a 
coating, the coated tablet havin^^^a-^disSo^^ profile which is pH 
independent, the oj^gArrtc''^acid being selected from the group 
consisting ^jif^'inaleic, tartaric, malic, fumaric, lactic, citric, 
succinic acid in the form of a racemate or an isomer - 

24.. Coated sustained release tablet, consisting 
essentially of mizolastine, a fatty matrix, an organic acid, and a 
coating, the coated tablet having a dissolution profile which is pH 
independent, the fatty matrix being selected from the group 
consisting of hydrogenated castor oil, a hydrbgenated lecithin, a 
long-chain fatty acid and a triglyceride esterif ied with one, two 
or three medium-chain fatty acids, the organic acid being selected 
from the group consisting of maleic, tartaric^ malic, fumaric, 
lactic, citric, adipic and succinic acid in the form of a racemate 
or an isomer* — 

REMARKS 



Based on a telephone conference with the Examiner on 
October 1, 1999, it is believed that at least new independent claim 
2 4 is allowable. However, since applicants believe that broader 
claims, as well as claims of varying scope, are allowable, 
applicants have taken this opportunity to amend claim 8 and also 
add new independent claims 21-23, Claim 8, as amended, clearly 
distinguishes over an enteric coating. New independent claim 21 
limits the tablet to one "consisting essentially of". New 



2 
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IN THE UNITED STATES PATENT AND TRADEMARK OFFICE 
In re the Application of 

Maryvcnne CHARIOT et al Group Art Unit 161S 

Serial No. 09/125,810 Examiner Herman 

Piled: August 26, 1998 

For: SLOW-RELEASE PHARMACEUTICAL 

FORMULATIONS CONTAINING MI20LASTINE 

AMBNPMENT AFTBR FINAI^ RE^JBCTlopr 

BOX AF 

Asst . Commissioner of Patents 

Washington, D.C. 20231 KXPKOITSD PROCEDURE 

Sir : 

In response to the Office Action mailed December 8, 1999 
(Paper No. 12) , please amend the above -identified application as 
follows: 

IN THg CLAIMS : 

Cancel claims 1-23 without prejudice or disclaimer and 
add the following new claims: 

25. Coated sustained release tablet of claim 24, wherein 
the tablet contains 0.5% to 12% by weight of the mizolastine and 
the weight ratio between the mizolastine and the organic acid is 
between 0 . 3 and 1 - 
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26. Coated sustained release tablet of claim 25, wherein 
the tablet further contains excipients selected from the group 
consisting of lactose, mannitol^ microcrystalline cellulose, 
starch, calcium phosphate, calcium sulphate, polyvidone, 
hydr oxyp r opy 1 - cellulose, hydr oxypr opy 1 me t hy 1 cellulose and 
methylcellulose . 

27, Coated sustained release tablet of claim 26, wherein 
the tablet contains by weight 4.8% mizolastine, 12% hydrogenated 
castor oil, 60% lactose and 9.6% L-tartaric acid. 

2a. Coated sustained release tablet of claim 27, wherein 
the tablet further contains 9.6% microcrystalline cellulose. -- 

REMARKS 

Applicants disagree with the Examiner's rejection of 
claims 1-23 under 35 U.S.C. 103(a) as being unpatentable over Conte 
(U.S. 5,682,583). However, in order to expedite the allowance of 
this application, applicants have cancelled claims 1-23 without 
prejudice or disclaimer. 

Applicants have taken this opportunity to add four 
dependent claims depending directly or indirectly from allowed 
claim 24. New dependent claim 25 is based on the specification at 
page 2, line 28, to page 3, line 2, as well as page 3, lines 15-16. 
jjew dependent claim 26 is based on the specification at page 3, 
lines 20-25. New dependent claims 27 and 28 are based on the 
example which appears at page 4/ line 10 et seq. 

In view of the foregoing, it is respectfully submitted 
that the application is now in condition for allowance and an early 
Notice of Allowance is respectfully solicited. 
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